'WAISAN

Vién nen bao phim

1. Thanh phan:
Hoat chat: Eperison hydroclorid .........c.c...ccccoeivin. 50 mg
TA OUPYC VI ivsssosnonssnss bv iy s ssqansssavipssorsensosavesaosssosossis 1 vién
(Ta duec: Lactose monohydrat, Mau vang Tartrazin, Microcrystallin
Povidone, Croscarmellose sodium, Colloidal silicon dioxide, Hyprom

talc, Polyethylene glycol, Magnesi.stearat).
2. Dang bao ché: Vién nén bao phim.

3.Dwoclwc hoc:
Nhém duocly: Thube gian co van.
M&ATC: M03BX089.
Duoc ly va co ché tac dung: o P
- Eperison hydroclorid lam gian co van va gian mach, do tac déng cua thuoc Ién
hé than kinh trung wong va trén co tron mach mau. 3
- Eperison hydroclorid cé hiéu qua diéu tri 6n dinh trong viéc cai thién cac triéu
chirng co lién quan véi chirng téng trerong lyc co, do cat durt cac vong xoan bénh
ly ctia sw co thatco van.
- Eperison hydroclorid cé tac déng chii yéu trén tiy séng lam gidm cac phan xa
tdy va gay gian co van do lam giam sy nhay cam cua thoi co thdng qua hé théng
ly tam gamma. Thém vao d6, tac dung gian mach cla thuéc lam téng tuan hoan.
Do d6, eperison cét drt vong xodn bénh ly bao gdm co co’ gay réi loan tudn hoan
mau, sau d6 gay dau valam tang thém treong Iwc co.
- D3 chirng minh eperison hydroclorid cé hiéu qua Iam sang trong viéc cai thién
cac triéu chirng clia tang treong lwe co nhw co cleng cla vai, dau dbt séng cb,
nhirc dau, hoa mét, dau viing that Itng va co cirng cac dau chi, cé thé di kém véi
bénh ly nao tdy, hdi chirng dét sdng cd, viem quanh khép vai va dau ct séng,
thatlwng.
4. Dworc dong hoc:
Eperison hydroclorid da dwoc st dung béng dwérng ubng & nhirng ngudi tredrng
thanh khée manh véi lidu 150 mg méi ngay, trong 14 ngay lién tuc. Vao ngay ther
1, 8, 14, thoi gian trung binh @& dat néng do t6i da trong huyét tvong (t,..) nam
trong khoang 1,6 — 1,9 gi¢’; ndng d6 thuéc ti da (C,.) 14 7,5 t&i 7,9 ng/ml; thoi gian
ban hay trung binh (t,,) Ia 1,6 t&i 1,8 gio va dién tich dwdi dwdng cong (AUC) 1a
19,7 t&i 21,1 ng.h/ml. Nhirng théng sé néng dd huyét trong cha eperison
hydroclorid dwoc do vao ngay 8 va 14 khong co sw thay ddi dang k& so voi ngay
dau tién.
5. Quy cach déng goi: Hop 10 vix 10 vién; Hop 20 vix 10 vién.
6. Chidinh:
- Cai thién triéu chirng téng trerong Iwc co trong cac bénh ly sau: hdi chirng ¢b -
vai — gay (Neck — shoulder — arm syndrome), viém quanh khép vai va dau that
Iwng.
- Liét ctrng trong cac bénh ly sau: Bénh ly mach méau nao, liét clrng do tdy, thoai
héa dét song b, di chirng sau phau thuat (bao gém ca u ndo tly), di chirng sau
chan thwong (chan thwong tdy, chan thuwong so nao), xo cirng cot bén teo co,
bai n&o tré em, thoi hoa tiéu ndo, bénh Iy mach mau tay, bénh ly than kinh tay
song-thi giac ban cap (SMON) va bénh nao tiy sdng khac.
7. Liéu lwong va cach dung:
Lieu théng thuong dbi v&i ngudi 16n 1a 3 vién/ngay chia 3 1an, ubng sau méi bira
&n. Lieu cé thé thay d6i phu thudc vao tudi va mirc d6 trdm trong cac triéu ching.
St dung cho ngudi 16 tudi: Do nguedi Ién tudi thudng co chirc nang sinh ly giam
nén can dugc theo ddi than trong va c6 cac bién phap nhw giam liéu.
Str dung cho tré em: D6 an toan cho tré em chuwa dwoc thiét 1ap (khéng du thir
nghiém lam sang).
8.Srdung cho phu nir cé thai va cho con bu:
- Thoi ky mang thai: B$ an toan cta thudc khi str dung cho phu ni¥ cé thai chuwa
d_u:qc Qghufan clru day du. Chi stv dung thubc cho phy nir cé thai khi lgii ich cua
Vigc dieu tri l&n hon nguy co cé thé xay ra.
& - Théi ky cho con bu: Khéng nén dung thudc cho phu ni dang cho con bu. Néu

| can v:h'\étphéi d'i.\ng thubc, bénh nhan nén nglrng cho con bu.
| 9.Tacdaéng cua thuéc khi lai xe va van hanh may:
ﬁ‘ééng\ér;léu%:\:\r;%t\'r\tx‘_\;c;an:tyn!::gng nén lai xe hay diéu khién may moc vi thubc cé

10.Chéng chi djnh:

Bé&nh nhan man cam véibat ky thanh phan nao cta thubc.

11.Thantrong:

Thén trong khiding thuéc cho bénh nhan bj réiloan chirc nang gan.

Yéu strc, khdng tap trung hay ngti ga c6 thé xay ra khi dung thuéc. Giam liéu hay
ngwng thude khi c6 cac trigu chirng nhu trén xay ra. Trong thoi gian dung thubc,
khdng nén lam cac cdng vigc doi hoi sy tap trung cao nhu |4i xe va van hanh may
méc.

Waisan chira ta dugc lactose. Do d6 khéng nén diing cho bénh nhan: c6 van da

e cellulose,
ollose, BOL
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di t\'uyen hiém gap khong dung nap galactose, thiéu hut Lapp lactoase hoac kém
hép thu glucose-galactose.

ng.

12. Tu’ovng tac thuoc va cac loai twong tac khac:

Da co bao cao vé tinh trang réi loan diéu tiét mat xay ra sau khi dung dbng thoi
tolperison hydroc\ond (mdt hop chat co clu truc twong tw v&i eperison
hydroclorid) véi methocarbamol
13.Tacdung khong mong muon:
-Phanu ng batlgicoynghialam sang

+ Sbc va phan (ng phan vé co thé xay ra, bénh nhan nen duwoc theo doéi than
trong. Khi xay ra cac triéu chirng nhw man do, ngira, ndi mé day, phu né, khé thé,
nén nglrng diéu tri va thuc hién cac bién phap thich hop.
+ Hoai t&r biéu mé nhiém doc (TEN) va hoi chung Stevens- Johnson co thé xay ra.
Bénh nhan nén dwoc theo dbi than trong cac triéu chung nhw sbt, ban d6, mun
nuwoc, ngura, sung huyét & mat va viém miéng. Néu b4t ky cac triéu chirng xuét

hién nén ngung diéu tri va thwc hién cac bién phap thich hop.
- Phan (rng bat lgi khac:

Waisan chira ta dwgc mau vang tartrazin. Do d6 c6 thé gay ra cac phan wng di

, 5% >ADR 2 Ty lé
< 0,
Hé co quan 0,1% ADR;#0,1% chwa ré
Gan (*) Tang men gan:
AST, ALT hay Al-P
Than (*) Xuét hién protein
niéu, tang BUN
Huyét hoc (*) Thiéu mau
Qua man (**) Phat ban Ngua Héng ban da
dang tiét dich

/ Tam than kinh

Budn ngu, mét
ngd, nhirc dau va
té & cac chi.

Té cirng va run &
cac chi.

Tiéu hoa

Bubn nén / non,
chan an, khé chiu
da day, dau bung,
tiéu chay, tao bon
va khat.

Viénr miéngva
day bung.

i
w
|

Bi tiéu, tiéu khong
kiém soat, cam
giac nuwoc tiéu con
sot lai.
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Toan than

Yéu sirc, khong
tap trung va cam
giac mét mai toan
than.

Giam trwong lyc
co, chéng mat

|

Khac

Do mat

Toat md héi, phu,
danh trbng nguc.

Nac cuc

(*) Khi c6 cac triéu chwng nay xay ra, bénh nhan nén dwoc theo doéi than trong.

Trong trwdng hop bat thwéng, ngung diéu tri va dung cac bién phap hé tre thich

hop.

(**) Néu batky triéu chirng nao xay ra, nén ngirng diéu tri.
14.Qualiéuva cach xur tri:
Chwa c6 bao cao vé trwdng hop qua liéu.

Théng bao cho Bac si nhirng tac dung khong mong muén

[ gap phal khl str dung thuéc.
|| 15.Cacdauhiéucanlwu y va khuyen cao:

Chuwa tim thay tai liéu cho ndi dung nay.
Han dung 36 thang ké ttr ngay san xuét.
Bao quan: Noikhé, nhiét d6 khdng qua 30°C, tranh anh sang.

Dé xa tam tay cda tré em.

Doc ky huwrong dan strdung trwée khi dung.
Thuéc nay chi dung theo dom cua Bac si.
Néu can thém théng tin, xin hoi y kién Béc si.

Ngay xem xét stra dbi, cap nhat lai n6i dung hwéng dan sir dung: 19/09/2017
Coéngty san xuét
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